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Dear Commissioner Henncy;

The Eye Bank Association  of America (EBA&)  respectfully requests  an
extension of the commenr  period fbr the Notice of Propo~I Rulemaking  published
by the  Food and Drug Administtition (FDA) as Do&x No. 97N484S in the
Scprcmbcr 30, 1399 wster regarding rhc FDA’s Proposed Approach to the
Regulation of Suitability Dcrcrminarion  for Donors of Human Ceilular  and Tiss~
Based Products. The Association represents over 100 manber eye bad
organizations, 99% of the entire U.S. eye banking communiry.  All member eye
banks are ,501 (c) (3) organizations whose  mission is to procutc and provide donated
human eye tissue 6r sight restoring transplantarion  procxxiutcs. Eye banks have a
direct interen:  in rhe outcome of this proposed rule as ic imp- on &y-to-day
practice which determines  rhe suitability of eye rissue fk uansplantation  proccdurcs.

The EBAA is rhe oldest transplantation organizarion,  fbunded  in 1961 by the
American Academy of Ophthalmology, and the first to estlblish medical standards; a
comprehensive education and certification program hr technicians and other eye
bank professionals; continuing education for ophthalmologists and researchers and
an institutionalized program fbr accreditatioa  of cyc banks. l&IA medical standards
and its certification process have been used  as models fix other organizations. The
Association  cakes pride  in its record of safety and efficacy  pnd srrivti ‘co ensure  rhe
highest quality standards for the eye banking community.

E6A.A  Annual Meeting, WashIngton. DC, June 21-24.  xxx)
.EBAA Education Conference. Orlando, FL October 20-23,  1999
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The EBAA believes that additional time is necessary  to provide meaningful comments on the
Proposed Rule tiichin chc allotted  comment period ending December 29, 1999. We appeal to YOU
for a GO-day extension of the commenc  period for the following reasons:

(1) Our initial analysis:  of the proposed rule raises some concern regarding the provisions
relating to transmissible spongitbrm  cncephalopachies  (TSE) and Crurtzfcldt-Jakob Disease (CJD).
Specifi&ly;at  the EBAA Medical Advisory Batid  meeting on October 22h4,  the  Board dclaycd
implcmencation of an EBAA standard passed in June 1999 concerning a mandatory interview to
screen for prion disease until a panel of independent scicmific  experts could provide appropriate
guidelines and parameters tbr implementation. An ad hoc group of experts has been asscmbfed  and
is conducting ah in depth analysis of the issue and its apphcxion  to cyc banking. WC would like
the opportunity to &mplcn  collection of out scientific data on this subject and have it be
considered for formulation of the final rule.

(2) As you are aware, the Department of H&h and Human Seeices also Published a
proposed rule proposing Standards for Privacy of Individually Identifiable Health Information on
October 29, 1999 (Federal Regi‘ater,  45 CFR 212, Parts 160-164, Novcmbcr  3, lYYY),  Public
comments for this proposed rule are due January 3,2000,  The EBAA believes careful analysis of
this rule is necasaty to protect health information collected  from donors, donor hmilies,  and
researchers. We would like  the opportunity to +x&ace both  proposed rules in order CO respond
with consistency.

We appreciate your willingness  to consider this’ appeal and hope  additional.  time for response
is granted. We belicvc  it is in the  best inreresc  of all those involved with sight restoration
procedures, and will benefit transplant recipients..

Sincerely,

f&UcQ*~

Patricia Aikcn-O’Neill, Esq.
President/CEO
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